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PHARMACY EXAMINING BOARD
UPDATE

Objectiver laently: ana explaln. whart

cranges 1o phanmacy. law. nave occliieq.

/A e past year thar will lImpact your
practice

m State laws

m federal laws




STATE LAW CHANGES




Pharmacy: Security: Systems

> Pharm 6.08

> Previous: law required: “centrally”
moenitered alarm systems

> Change allows other security’ systems If
reviewed and' approved In advance by the
poard

> Effective September 1, 2005




RETURN OF HEALTH CARE
ITEMS

> Pharm 7.04

> Allews the return of health care items
from “resident health care patients™

> Patient residing 1n a community-hased
residential facility’ that contrels a resident’s
prescribed and ever-the-counter medications

> May only be returned to the pharmacy from
which 1t was dispensed or sola




RETURN OF HEALTH CARE

> Ihe healt

ITEMS

i item was never in the possession

of the patient

> Ihe healt
resistant

> IThe healt
different health item

> I'he healt

1| Item was dispensed in a tamper-
package

11 item will not be commingled with a

hritem IS In It's original container and

the pharmacist determines the contents are
not adulterated or misbranded




RETURN OF HEALTH CARE
ITEMS

> Allows returns from “secured
Institutional health care patients™

A jalllinmate whose dispensed health care
items; are maintained under the custody. of
the jail

A Juvenile patient Whe resides in a secured
correctionall facility, a secured child caring
Institution, a secured group home, a
secured detention facility or a juvenile
portion of a county jail




RETURN OF HEALTH CARE
ITEMS

May: enly be returned to the pharmacy from
which It was dispensed or solad

The health item was never In the
POSSESSIion ofi the patient

The health item was dispensed In a
tamper-resistant package

The health item will' net be comminglead
with a different health item




RETURN OF HEALTH CARE
ITEMS

The health item is In'it’'s original container
and the pharmacist determines the
contents are not adulterated or misbranded

ltems returned must e segregated ana
may’ not redispensed or resold ether than
10 a secured institutional’ health care
patient

Effective January 1, 2006




Cancer Drug Repository

o Anyone may: donate a cancer drug or
supply.
oREcIplent must meet specific criteria

oMedicall facilities or pharmacies may.
participate Ifi they meet reguirements

oEligible facilities/pharmacies may.
distribute drug between each other




Cancer Drug Repository

o I'he medical facility or pharmacy may
charge a handling charge

o Items must be in their original, unepened,
sealed andl tamper-evident Unit dese
packaging

o e item must bear an expiration date

that Is more than 6 months after the
item was donated




Cancer Drug Repository

Drugs or supplies are not misbranded or
adulterated as determine by a
pharmacist

Drugs: must
Drugs must

Non of the ©
resold

e prescriked by a practitioner
e dispensed by a pharmacist

fUg@s or supplies may be

The manufacturer Is not liable




Cancer Drug Repository

o Others Involved in the process are not
lialble or guilty’ of unprefessional
conduct Iff there was not intentional
miscenduct

o Medical fiacilities and pharmacies must
have standards and precedures. for
acecepting, storing, INspecting and
dispensing




Cancer Drug Repository

Prioritization goes to uninsured or indigent
patients

Patients must have some: sort of
ldentification, such as a. card

Maximum fiee for accepting, distributing and
dispensing donated medications I1s 350% ofi
the Medicald dispensing| fiee

There will be list ofi drugs and supplies that the
repository will'and will not accept




Chronic Disease Repository

% Same criteria as the cancer drug
[epository

% Chronic disease defined as: a disease,
lliness, Impairment or other physical
conadition, ether tham cancer, that requires
healthr care and! treatment over a
prolenged period and, although amenable
to treatment, freqguently progresses to
Increasing disability or death




Repositories: \What te know.

v Your pharmacy must have elected to
participate and meet the criteria

v The drugs or supplies must be In eriginal,
Unopened, sealed, tamper-evident unii-
dose packaging

v They must be determined to net be
adulterated or misbranded

v They must have an expiration date greater
than 6 months from the time donated




Pseudoephedrine Legislation

% Pseudoephedrine and ephedrine are drugs
needed for the manufacture of
clandestine methamphetamine

» Ephedrine has been a scheduled 1V for
some time

» lLegislation was designed to) limit the
ACCess to pseudoephedrine

5% Needed to also assure access for
legitimate use as a medication




Pseudoephedrine Legislation

% Other states around the country were
passing legislation to restrict
pPSeudoeephedrine sales.

= The number of clandestine meth labs has
PEEn INcreasing eveny year

% There was beginning to be discussion
about federal legislation to restrict the
sale ofi pseudoephedrine




Pseudoephedrine Legislation

5 Restri

cted sales applies to all single

Ingredient pseudoephedrine and any.
combination products containing
pPSeudeephedrine

2 It ma

Kes these products schedule V' drugs

% LLiguic

and gel cap pseudeephedrine

products are not included

% Sale of restricted 1tems Is limited to
pharmacies




Pseudoephedrine Legislation

» Distribution must be by a pharmacist or
someone under the direct supervision ofi a
pharmacist

% The purchaser must show a phoeto ID

> The purchaser must sign a log hook

3% Seller shall record! the name and address of the
purchaser

% Seller shall' record the name and the quantity of the
product sold

# The purchaser and the selling pharmacist must sign
the log




Pseudoephedrine Legislation

» The purchaser must at least 18 years ofi age

> Purchases are limited to 7.5Gms in 30 days no
matter where purchased

% Pessession off moere thamn 9 Gms Is considered
POSsessIon wWithi intent to: manufacture meth

=+ The Contrelled Sulbstance Board may scheadule
any ether product that It finds can be used to
manufacture methamphetamine

» Logs are able to be accessed by law
enforcement




FEDERAL LEGISLATION




Schedule Il Prescriptions

< Change in DEA interpretation of legality of
patient getting multiple Cll Rx’s at one MD
VISt

< Patients could 3 CIIf BX’s (3 menths worth)
as long as all filled within 60 days

< DEA now considering this a “refill”

< DEA published an interim statement that
allowed for public comment




Schedule Il Prescriptions

< Comments did not cause them to reverse
their interpretation

> DEA suggests that MD's mail patient’s Cl|
RX'S for ongoing therapy.

< Alternative would be to fax them to the
pharmacy.

< Patient must still bring in original before
dispensing




Schedule Il Prescriptions

< DEA does not have limitations on
guantities that can be prescribed
< States may have limitations (Wi deesn't)
< Insurance companies may Impose: guantity.
Imitations
> DEA concerned mostly with diversion, of
egitimately prescribed ClI pain medications




Schedule Il Prescriptions

< Suggestions for how! to help patients

© Suggest they keep the prescriptions in their
POSsession and bring In montaly

< Suggest they keep the prescriptions In their
POSsession and mail to the: phammacy: monthly

“ Suggest the MD mail the prescriptions te the
pharmacy moenthly

< Iff multiple prescriptions written on same date,
all must be filled within 60 days




Federal Theft and Loss

. Effective September 12, 2005

: DEA must be notified in writing, of any
theft or significant Ioss within one
BUSINESS, day: ofi diISCeVErY

: “Significant™ Is based on:
: actual guantity
. the specific controlled substance
: What type ofi access there Is to the sulbstance
. If there Is a pattern ofi loss




Federal Theft and Loss

whether the sulbstance Is a likely candidate for
diversion

Local trends fior the poetential fier diversion of the
supstance

The supplier Is respoensikle for repoerting alllin:
transit lesses of controlled substances by a
COmMmMmon carrier or contract carrier

Notification must be within 1 business day: of
discover of theft or loss




CHANGES ON THE HORIZON




Responses to Hurricanes

=+ PEB willl allew pharmacists licensed In
affected states to get expedited licenses
10 practice pharmacy: in Wiseconsin

5 Look at status off current licensure: In heme
State

7 Assess level off active practice In home state
w Temporary licensure




Responses to Hurricanes

= PEB' allows pharmacists to fill prescriptions
off of prescription bottle labels for
controlled and non-contrelled medications

= 1o the extent necessary
= RPh determines prescription 1s valid
5 For a limited and reasonable time

= Applies to residents of Louisiana, Mississippl,
Alabama and Florida




Changes on the Horizon

: Emergency continuation ofi practice of
pharmacy.

z Would allew: a variance ter any: statutory
reguirement or rule regarading the practice of
pharmacy

z Would accommogdate situations ofi floed, fire,
wind or ternado damage or man-made
disaster or emergency




Changes on the Horizon

: Emergency continuation of the practice of
pharmacy

: I'he board determines a varamnce IS necessary. to
protect the public health, safety and welfare

: e board determines that a disaster or emergency
exists

: Ihe pharmacist must request the variance

z lerm ofi the variance will be 90 days unless an
extension requested by the pharmacist and approved
by the board




Changes on the Horizon

: Licensure of out-of-state pharmacies

z Would allow: investigation and discipline: of
pharmacies that deliver, mail or ship
prescription drugs Inte the state ofi WWisconsin

: ASsUres eut-of-state pharmacies are familiar
with Wiscensin laws and regulations

z Does not reguire out-of-state pharmacists to
pe licensed in Wisconsin




Changes on the Horizon

v PEB looking at changing the requirement
of repoerting “any: loss” ofi controlled
substances to mimic the federall any.
“Significant” theft or less

v Also trying te determine necessity of
having a pelice report accompany the
Federal form 106




Information

0 DEA Pharmacist’'s Manual
0 Last printed 2001

o April 2004 version available on the wWel
and downleadable in a PDE file

0 WWW. @eadiVersion.Useo].qoV.
0 Go to links to publications
a Go to link to manuals




